§892.5930

§892.5930 Therapeutic tube

housing assembly.

X-ray

(a) ldentification. A therapeutic x-ray
tube housing assembly is an x-ray gen-
erating tube encased in a radiation-
shielded housing intended for use in ra-
diation therapy. This generic type of
device may include high-voltage and
filament transformers or other appro-
priate components when contained in
radiation-shielded housing.

(b) Classification. Class II.

Subpart G—Miscellaneous
Devices

§892.6500 Personnel protective shield.

(a) ldentification. A personnel protec-
tive shield is a device intended for
medical purposes to protect the pa-
tient, the operator, or other persons
from unnecessary exposure to radiation
during radiologic procedures by provid-
ing an attenuating barrier to radiation.
This generic type of device may in-
clude articles of clothing, furniture,
and movable or stationary structures.

(b) Classification. Class 1. If the de-
vice’s labeling specifies the lead
equivalence, it is exempt from the pre-
market notification procedures in sub-
part E of part 807 of this chapter.
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Subpart A—General Provisions

§895.1 Scope.

(a) This part describes the procedures
by which the Commissioner may insti-
tute proceedings to make a device in-
tended for human use that presents
substantial deception or an unreason-
able and substantial risk of illness or
injury a banned device.

(b) This part applies to any ‘“‘device”,
as defined in section 201(h) of the Fed-
eral Food, Drug, and Cosmetic Act
(act) that is intended for human use.

(c) A device that is made a banned
device in accordance with this part is
adulterated under section 501(g) of the
act. A restricted device that is banned
may also be misbranded under section
502(q) of the act.

(d) Although this part does not cover
devices intended for animal use, the
manufacturer, distributor, importer, or
any other person(s) responsible for the
labeling of the device that is banned
cannot avoid the ban by relabeling the
device for veterinary use. A device that
has been banned from human use but
that also has a valid veterinary use
may be marketed for use as a veteri-
nary device only under the following
conditions: The device shall comply
with all requirements applicable to
veterinary devices under the Federal
Food, Drug, and Cosmetic Act and this
chapter, and the label for the device
shall bear the following statement:
“For Veterinary Use Only. Caution:
Federal law prohibits the distribution
of this device for human use.”” A device
so labeled, however, that is determined
by the Food and Drug Administration
to be intended for human use, will be
considered to be a banned device. In de-
termining whether such a device is in-
tended for human use, the Food and
Drug Administration will consider,
among other things, the ultimate des-
tination of the device.

§895.20 General.

The Commissioner may initiate a
proceeding to make a device a banned
device whenever the Commissioner
finds, on the basis of all available data
and information, that the device pre-
sents substantial deception or an un-
reasonable and substantial risk of ill-
ness or injury that the Commissioner
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